
I I POLICY 

DAIDS 
Bethesda, MD 

USA 

Requirements for Essential Documents at 
C h c a l  Research Sites Conducting 
DAIDS Funded and/or Sponsored 

C h c a l  Trials 

Approval Date: 14 JUL 06 
Effective Date: 01 NOV 06 

No.: DWD-POL-Rh-03.00 - 
Page 1 of 4 

Replaces: None 

1.0 PURPOSE 

Essential documents are those documents that indvidually and collectively permit evaluation 
of both the conduct of a c k c a l  trial and the quahty of the data produced. The purpose of 
this policy is to identify DAIDS requirements for recordkeeping at C h c a l  Research Sites 
conducting c h c a l  trial(s) funded and/or sponsored by DAIDS. 

2.0 SCOPE 

This policy applies to all C h c a l  Research Sites conducting DAIDS funded and/or 
sponsored therapeutic, vaccine, or prevention clinical trials both domestic and 
internationally. 

3.0 BACKGROUND 

Essential documents serve to demonstrate the compliance of the investigator, sponsor, and 
monitor with the standards of Good C h c a l  Practice (GCP) and with all applicable 
regulatory requirements. These documents are frequently auQted by the sponsor and 
regulatory authorities as part of the process to c o n h  the valiQty of the trial conduct and 
integnty of the data. m s  SOP is based on: 1) the U.S. Code of Federal Regulations (CFR), 
2) gwdance that applies to the involvement of human subjects in c h c a l  trials, and 3) 
standards for GCP. 

4.0 DEFINITIONS 

Clinical Trials Units (CTUs) are entities composed of an admmstrative component and 
one or more C h c a l  Research Sites that contribute to the Network c h c a l  research plan by 
conducting the c h c a l  research (that is, executing c h c a l  protocols). CTUs also may 
contribute scientific and c h c a l  research expertise to the development of the Network 
c h c a l  research plan. CTUs are responsible for developing and maintaining effective 
community relationslxps; enabling community participation in C h c a l  Research Sites, CTU, 
and Network activities; and ensuring that all chical research is conducted in compliance 
with Network bylaws, policies and procedures, DAIDS policy and procedures, Federal 
regulations, and any applicable local requirements. 

Clinical Research Sites are Qscrete locations (e.g. hospitals, outpatient c h c s ,  health 
maintenance organizations, community health centers, private practices, c h c s ,  etc.) where 
qualified professionals conduct c h c a l  research in accordance with GCP. 

For adQtional defimtions see DAIDS glossary. 
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It is the responsibhty of DAIDS program staff to assist and provide guldance to grantees 
and site staff regarding recordkeeping and retention, as appropriate. 
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It is the responsibhty of the Principal Investigator to ensure the site staff is trained in GCP 
to include record retention, and that c h c a l  research sites conducting chical trials 
sponsored or funded by DAIDS adhere to h s  policy. 

It is the responsibhty of the Principal Investigator or designee to maintain records 
consistent with this policy, and federal, state and local regulations as applicable. 

6.0 POLICY 

The document "Essential Documents Recordkeeping Requirements" (Appendix 1) 
describes DAIDS C h c a l  Research Site recordkeeping requirements. In adhtion to a 
complete list of essential documents, it includes a full description of: 1) the purpose 
and/or requirement of each document, 2) a recommendation as to whether the 
document should be filed in a central file, protocol files, or in subject records, and 3) 
reference to the pertinent Federal regulation(s) or guidance for each type of document. 

It is acceptable to combine some of the documents, as long as the inhvidual elements 
are readily identifiable. All documents do not have to be combined into one regulatory 
file. 

Regulatory files must be maintained for all trial sites. It is acceptable for a Clintcal Trials 
Unit to maintain regulatory files for their affihated c h c a l  research sites if necessary. 

All documents identified in h s  policy and attached A p p e n h  must be avadable for 
audit/inspection by the sponsor and regulatory authoriaes. 

Documents may be saved in an electronic format when appropriate. 

Resource tools (e.g., lab processing charts) are not included as essential documents. 

In addition to DAIDS requirements, c h c a l  research sites are expected to comply with 
local, state, institution, and/or institutional review board (IRB)/independent e h c s  
committee (IEC) policies and regulations and follow any procedures that are more 
stringent than those of DAIDS. 
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Timehes for record retention established in U.S. Federal regulations such as 21 CFR 
312.57 and 45 CFR 46.115 are considered minimum durations and are frequently 
superseded by other policy. Retention or destruction of essential documents must be in 
accordance with local institution/IRB/IEC policies and procedures. No c h c a l  research 
files should be destroyed without consulting DAIDS and current DAIDS policy. 
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7.0 REFERENCES 
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U.S. Code of Federal Regulations: 45 CFR 46 and Subpart B, C, and D 

International Conference on Harmonisation E6 Good C h c a l  Practice (GCP) 

U.S. Code of Federal Regulations: 21 CFR 50,21 CFR 56,21 CFR 54,21 CFR 312, and 23 
CFR 11. 

8.0 INQUIRIES 

Questions and comments regardmg k s  policy may be hected  to the OPCRO Policy 
Group at: 

9.0 AVAILABILITY 

T h ~ s  policy is avadable electronically at the following UIIL: 
http: / /www3.niaid.mh.~ov/research/resources/DAIDSChRsrch/Default.hun 

The signed origmal is maintained in the OPCRO policy office. 
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11.0 APPENDICES 

Appendut 1 - Essenttal Documents Recordkeeping Requirements 
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